
194 

21 CFR Ch. I (4–1–10 Edition) § 20.34 

§ 20.34 Search for records. 

(a) In responding to a request for 
records, the Food and Drug Adminis-
tration shall make reasonable efforts 
to search for records kept in electronic 
form or format, except when such ef-
forts would significantly interfere with 
the operation of the agency’s auto-
mated information systems. 

(b) The term ‘‘search’’ means to re-
view, manually or by automated 
means, agency records for the purpose 
of locating those records that are re-
sponsive to the request. 

[68 FR 25285, May 12, 2003] 

Subpart C—Procedures and Fees 

§ 20.40 Filing a request for records. 

(a) All requests for Food and Drug 
Administration records shall be made 
in writing by mailing or delivering the 
request to the Freedom of Information 
Staff (HFI–35), Food and Drug Adminis-
tration, rm. 12A–16, 5600 Fishers Lane, 
Rockville, MD 20857, or by faxing it to 
301–443–1726. All requests must contain 
the postal address and telephone num-
ber of the requester and the name of 
the person responsible for payment of 
any fees that may be charged. 

(b) A request for Food and Drug Ad-
ministration records shall reasonably 
describe the records being sought, in a 
way that they can be identified and lo-
cated. A request should include all per-
tinent details that will help identify 
the records sought. 

(1) If the description is insufficient to 
locate the records requested, the Food 
and Drug Administration will so notify 
the person making the request and in-
dicate the additional information need-
ed to identify the records requested. 

(2) Every reasonable effort shall be 
made by the Food and Drug Adminis-
tration to assist in the identification 
and location of the records sought. 

(c) Upon receipt of a request for 
records, the Freedom of Information 
Staff shall enter it in a public log. The 
log shall state the date received, the 
name of the person making the re-
quest, the nature of the record re-
quested, the action taken on the re-
quest, the date of determination letter 
sent pursuant to § 20.41(b), and the 

date(s) any records are subsequently 
furnished. 

(d) A request by an individual, as de-
fined in § 21.3(a) of this chapter, for a 
record about himself shall be subject 
to: 

(1) The special requirements of part 
21 of this chapter (the privacy regula-
tions), and not to the provisions of this 
subpart, if the record requested is re-
trieved by the individual’s name or 
other personal identifier and is con-
tained in a Privacy Act Record Sys-
tem, as defined in § 21.3(c) of this chap-
ter. 

(2) The provisions of this subpart if 
the record requested is not retrieved by 
the individual’s name or other personal 
identifier, whether or not the record is 
contained in a Privacy Act Record Sys-
tem. 

[42 FR 15616, Mar. 22, 1977, as amended at 46 
FR 8456, Jan. 27, 1981; 68 FR 25285, May 12, 
2003] 

§ 20.41 Time limitations. 
(a) All time limitations prescribed 

pursuant to this section shall begin as 
of the time at which a request for 
records is logged in by the Freedom of 
Information Staff pursuant to § 20.40(c). 
An oral request for records shall not 
begin any time requirement. A written 
request for records sent elsewhere 
within the agency shall not begin any 
time requirement until it is redirected 
to the Freedom of Information Staff 
and is logged in there in accordance 
with § 20.40(c). 

(b) Within 20 working days (excluding 
Saturdays, Sundays, and legal public 
holidays) after a request for records is 
logged in at the Freedom of Informa-
tion Staff, the agency shall send a let-
ter to the requester providing the agen-
cy’s determination as to whether, or 
the extent to which, the agency will 
comply with the request, and, if any 
records are denied, the reasons for the 
denial. 

(1) If all of the records requested have 
been located and a final determination 
has been made with respect to disclo-
sure of all of the records requested, the 
letter shall so state. 

(2) If all of the records have not been 
located or a final determination has 
not yet been made with respect to dis-
closure of all of the records requested, 
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